U.S. S.N, !!J'61-}.St)6 
hi led My?^0(S3 

AMENDMENT AND RESPONSE TO OFFICE ACTION 
Remarks 

Amendments to the Claims 

Claim 1 and 6 have been amended to define the drug as incorporated into a water- 
insoluble carrier containing specific materials. Support for this amendment is found at 
page 5, lines 1 -9, page 6. lines i I -28, page 7, lines 11-14, page 1 4, line 1 8 to page 1 5. line 
2. page 16, lines 19-28, page 17, lines 1-10. Water insoluble is defined in "T he 
Pharmacopoeia of the United States Twenty-seventh Revision": as "An insoluble 
compound is one which requires greater than or eqnai to 10,000 parts of solvent (in this 
case, water) for 1 part, of solute'". 

Claim 2 has been amended as an independent claim defining the carrier as slowly 
water soluble (page 14, lines 16-18) or water insoluble when the drug is a lipophilic 
derivative. 

Claims 4-7 now depend directly or indirectly from claim 2. 
Claims 14 and 30-32 have been cancelled. 
New claims 33-38 have been added. 

Support for claim 33 is found at page 8, line 26 to page 1 0, line 1 8. 
Support for claims 34 and 35 is found at page 14, lines 5-12. 
Support lor claims 36 and 37 is found at page 12 s lines 25-29 
Support for claim 38 is found at page 14, lines 26-29 
Rejection u nder 35 U.S.C. 103 

Claims 1-13, 1 5-28 were rejected as obvious under 35 U.S.C. 103 over U.S. 
Patent No. 5,952.005 in v iew of U.S. Patent No. 5,756,483. This rejection is respectfully 
traversed. 
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U.S.S.N. 10/614,866 
Filed July 7,2003 

AMENDMENT AND RESPONSE TO OFFICE ACTION 

U.S. Pawn! No. 5,952.005 

•005 teaches the coaling of drug/excipients with water-insoluble ethyl cellulose 
and a water-soluble materia! such as HPM.C in order to achieve a sustained release 
dosage form. In contrast, our application teaches the use of at least one e nzymatic-ally 
degr adable coating materials to produce an "abuse-deterrent" dosage form. Section D of 
our specification, paragraphs 0053-0057, describes coating materials and methods of 
coating which can be used to create water-insoluble and enzymaiieally dcgradable 
coatings. These coating materials and methods are not described in '005. 
U.S. Patent No. 5,756.483 

'483 teaches the nasal administration of a drug in combination with cyclodextrin 
(preferably methylated beta-cyclodextrin) or polysaccharide in order to improve the 
stability or bioavailability of the drug. The claims and specification disclose the 
formation of a complex between a drug and a poorly water soluble cyclodextrin (eg, 
ethylated beta-cyclodextrin) in order to achieve a lipophilic derivative of the drug (See 
paragraph 0040). Based on the teachings of '483. it would not have been obvious to one 
of ordinary skill in the art to complex of a drug with a cyclodextrin in order to form a 
lipophilic derivative of the drug. 

Neither reference discloses incorporation of the claimed lipophilic materials to 
make either a lipophilic derivative of a drug, or a formulation that is lipophilic or water 
insoluble through the inclusion of these lipophilic materials, to make it more abuse 
resistant. 
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U.S.S.N. ic.-6H.8G6 
Filed: July?, 2003 

AMENDMENT AND RESPONSE TO OFFICE ACTION 

F avorab le consideration of claims 1-13, 15-29 and 33-38 is respectfully solicited. 

Respectfully submitted, 



/PaireaL. PabW 
Patrea L. Pabst 
Reg. No, 3 1,284 

Date; December 8, 2006 

PABST PATENT GROUP.LLP 
400 Colony Square, Suite 1200 
1201 Peachtree Street 
Atlanta. Georgia 30361 
(404) 879-21 51 
(404) 879-2160 (fax) 
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